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1. GENERAL INFORMATION: 
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Route of Administration: 

Species/Class: 

Recommended Dosage: 

Pharmacological Category: 

Indications: 

Effect of Supplement: 

NADA 140-338, NAXCEL 

NADA 140-338 

Pharmacia & Upjohn Co. 
7000 Portage Road 
Kalamazoo, MI 4900 1-O 199 

Drug Labeler Code: 000009 

ceftiofur sodium 

NAXCEL Sterile Powder 

Injectable 

1 gram and 4 gram vials 

Rx 

Each mL of reconstituted solution contains 
ceftiofur sodium equivalent to 50 mg ceftiofur 

Intramuscular and subcutaneous injections 

Cattle, swine, sheep, goats, dogs, horses, day-old 
chickens, and day-old turkey poults 

Horse: 1 to 2 mg/lb body weight IM only 
(relevant to current submission) 

antimicrobial 

Horse: NAXCEL Sterile Powder is indicated for 
the treatment of respiratory infections in horses 
associated with Streptococcus zooepidemicus. 

(relevant to current submission) 

This supplement updates survey microbiological 
data and adds the National Committee for Clinical 
Laboratory Standards’ (NCCLS) interpretive 
criteria for equine isolates to the NAXCEL Sterile 
Powder package insert. 

1 



, 

2. E.FFECTI?ZNESS: 

Table 2 of the package insert for NAXCEL Sterile Powder presents bacterial isolates 
collected over time from diagnostic laboratories in the US and Canada in tabular 
format. In the revised package insert, updated in vitro minimum inhibitory 
concentration (MIC) data for equine respiratory pathogens have been added to Table 
2. 

Table 2. Ceftiofur MIC values of bacterial isolates from diagnostic laboratories* in 
the USA and Canad’ 

Animal I Organism 1 Number 
I - I Te! 

I - 
sted 

Date 1 MI&,** 1 MIC Range 

Pasteurella multocida I 107 
Pasteurella multocida 181 
Pasteurella multocida 
Pasteurelta muitocida 

I 208 
259 

Streptococcus suis 142 
Streptococcus suis 146 
Streptococcus suis 167 

Equine 

Salmonella cholemesuis 
Salmonella choleraesuis 
Erysipelothtix rtwsiopathiae 
Streptococcus equi 

96 
101 
44 

Tested ( pg/mL) WWW 
1997-1'998 0.06 S 0.03-0.25 
1998-1999 s 0.03 s 0.03-0.5 
1999-2~00 s 0.03 s 0.03-0.12 

1997-1'998 1 
I. 

no range 

1998-1999 1 s 0.03 1 s 0.03-0.25 
1999-2000 1 s 0.03 1 s 0.03-0.06 

2000-2001 s 0.03 s 0.03-0.06 

1997-1998 1 s 0.03 1 s 0.03-1.0 
1998-1999 1 s 0.03 1 s 0.03-0.5 

s 0.03-0.06 
2 

0.06 
0.06 

no range 
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Canine 

Turkey 

Chicken Escherichia co/i 62 1997-1998 
Escherichia co/i 53 1998-1999 
Escherichia co/i 67 1999-2000 
Escherichia coli 90 2000-2001 1 

in vitro data are available but their clinical significance is unknown. 
L 

4 The followi ing , 
**Minimum inhibitory concentration (MIC) for 90% of the isolates. 
* * *MICs,, is 32 yg/mL 

‘ 

Bactemides spp., 

0.50 0.25-2.0 
4.0 0.294 

0.50 0.12-16 
1.0 c 0.03-8 

The interpretive criteria for equine isolates have been added to the package insert. 
The interpretive criteria for ceftiofur are described below Table 2 in the package 
insert as follows: 

Based on the pharmacokinetic studies of ceftiofur in swine and cattle after a single 
intramuscular injection of 1.36 to 2.27 mg ceftiofur equivalents/lb (3.0 to 5.0 mg/kg) 
body weight (swine) or 0.5 to 1 .O mg cefiiofur equivalents/lb (1.1 to 2.2 mg/kg) BW 
(cattle) and the MIC and disk (30 pg) diffusion data, the following breakpoints are 
recommended by NCCLS. 
Zone diameter (mm) MIC (PfYW 

221 5 2.0 
18-20 4.0 
5 17 2 8.0 

Interpretation 
(S) Susceptible 
(I) Intermediate 
(R) Resistant 

A report of “Susceptible” indicates that the pathogen is likely to be inhibited by 
generally achievable blood levels. A report of “Intermediate” is a technical buffer 
zone and isolates falling into this category should be retested. Alternatively the 
organism may be successfully treated if infection is in a body site where the drug is 
physiologically concentrated. A report of “Resistant” indicates that the achievable 
drug concentrations are unlikely to be inhibitory and other therapy should be selected. 
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Based on the pharmacokinetic studies of ceftiofur in horses after a single 
intramuscular injection of 1 mg ceftiofur equivalents/lb (2.2 m&g) BW, clinical 
effectiveness data and MIC data, the following breakpoint is recommended by 
NCCLS. 
Zone Diameter (mm) 

> 22 
bm WmL) Interpretation 

5 0.25 (S) Susceptible 

The susceptible only category is used for populations of organisms (usually one 
species) for which regression analysis (disk vs. MIC) cannot be performed. These 
breakpoints will permit detection of strains with decreased susceptibility as compared 

. to the original population. 

3. TARGETANIMAL SAFETY: 

This supplement to NADA 140-338 does not change the target animal safety data 
for this product. 

4. HUIMANSAFETY: 

This supplement to NADA 140-338 does not change the human safety data for 
this product. 

5. AGENCY CONCLUSIONS: 

The data submitted in support of this NADA satisfy the requirements of section 
512 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the 
implementing regulations. The data provide updated equine clinical microbiology 
imormation and NCCLS interpretive criteria for use by veterinarians to assist 
them in making sound therapeutic decisions for the use of NAXCEL Sterile 
Powder in the horse. 

The product remains restricted to use by or on the order of a licensed veterinarian 
because professional expertise is needed for the diagnosis and treatment of 
diseases in cattle, swine, sheep, goats, dogs, horses, day-old chickens, and day-old 
turkey poults. 

This approval does not qualify for marketing exclusivity under section 
5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act. 

According to the Center’s supplemental approval policy (21 CFR 5 14.106), this is 
a Category II change. The approval of this change is not expected to have any 
adverse effect on the safety or effectiveness of this new animal drug. 
Accordingly, this approval did not require a reevaluation of the safety and 
effectiveness data in the parent application. 
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6. ATTACHMENTS: 

Facsimile labeling is attached as indicated below: 

Package insert 
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NaxceP . Pharmacla Naxcel 
_ brand of ceftiofur sodlum 

&Upjohn brand of ceftiofur sodium starlie powder 

sterile powder 

DESCRIPTION 

RECONSTITUTION OF THE STERILE POWDER 
NAxGELStech3 Wwcler 6hOuld ba recondduted a8 IOllOwS. 

1 Qram vlal--Reconsl~tula wlh 20 mL stew Walec ior lnFsI~on. Eacn mt of me result- 
,“Q *ol”llm CodmnS cellmlur *od,“in squmlent IO SD mg celllolw. 
4 ~nrn vial --Rtxon6Mut0 v&h 80 Wit. .%nle Walsr for in~ed14n. Eaur mL al Me IeSuII- 
,n~ schtmn mnla,nb cdbolur rodrum sqwalenl to 50 rn~ c&Oim. 

STORAGE CONOITIONS 
SIMS wweconstituted product al cOnholled toom lemp~alure 20’ to 25’ C (68’ to 7 7’ F) 

[sat usq. 
Slofe reconetltuted product edher tn a reln~eralor 2’ lo 8’ C (36’ to 46 F) for up to 

7 days o, a( Controlled room lBm,,eOturd 2Q’ IO 25’ C (68’ to 77” F) (see USP] ior Up IO 
12 nouIs. 

P1otec.1 lrom light. Cdlw 01 lhe cake may vary from all-whle lo a tan color. Color does 
not alleci polaney. 
ONE-TIME SALVAGE PROCEDURE FOR RECGNSTTIUTED PRODUCT 

Al the end of lhe 7day relnQeca(lOn 0, lZ+o”, ,DOm lempaCat”m SlOfaQB panod fOllOwnQ 
recon~utmc. any rsmw3ing reconstibded product may be frOz.dn f61 up IO 8 weeks mlh- 
out loss in polency or other chemical propdfl~es. ll+is is a onelma only salvage proceduh? 
for me rernawt~ pmduct.To us@ IN6 salvagad producl al any ltme during In8 Brreek 610~ 
age p.+rmd, hold the will Under ~afm tumitIQ water, gently WmhnQ the mntainw IO aCcBI- 
era!@ thong. of allow the lw?.en t’natenal io thaw at room lempefature. RapId lreezmg or 
tnamng may result m wal breakaQe.Any prohlcl not used unmed~s3lely upon thawtng 6hould 
be dsbCalded. 
CLINICAL MICRO6lOLOGY 

Summares d MIC data am pew&d snTabl88 1 and P.Tesbng followed NCCLS Guldaknas 
(National CommUlse 101 Clintcal LaBoralory StanUarUs). 

I to7 1 1997-l! 

129 2 
29 

I 147 1 

I I F?3gf~~nNdlocida z3bgmmmM SlrbpcDcochapsua ‘1 1 1 186 106 142 1 1 I t997.1Eie8 lDot?-1099-1 1 0.25 0.5 

I I 146 1 19842 

I 101 I : 



Naxcel Naxcel 
brand of ceftlohrr sodium sterile powder brand of cefliofu, wdlum stterlle powder 

CniAe” ~.!?adJlanc/?la colt I 62 1997-1998 0.50 0262.0 
Eachirddlia acli I 

_, 
53 1@9%1@@9 4.0 0.25-z-4.0 

Ewchia mfi I 87 l@@B-2wo 0.50 0.l2.16.0 
Ewecdli I 90 2ocG2001 1.0 LO.038.0 

BaSea 0” the ph~aCOk,“ehC Sludles of &tlOfUr I” Swine and tsttk after a sl”Qle l”f,R- 
“m”Wx~la, m”)8Cbo” of 1.36 to 2.27 mg eeflmfur equwaIe”ltilb (3.010 5.0 mgkg) HW (swine) 

0,O.S lo 1.0 mg cefkofu, equivalentsllb (1.1 lo 2.2 mg&g) BW (Cattle) end tile MIC and d!sk 
(30 vg) d#IuMo” deta. lhe lollomng breakpornts e,e ,eComme”ded by NCCLS. 

Zone Manwler (mm) YIC WW l”lo,P,S%tlO” 
221 d 2.0 .:> 

(S) Suecepl~M~ 
IS-20 4.0 (I) lnte,medlate 
5 17 * 6.0 (R) Res1sla”l 

A ‘8Porl of ‘Suscepttble‘ ~“U~Cales lhaf the pathogen 6 lrkely lo De l”hlb1led by gene,- 
ally aChleMble blood levels. A report Of ‘Intermediate’!6 a teGnmcal huller zane and 60. 
Iales fNl,“Q ,“to ,h,s o,,te@o,y should be retested. Afle,“atiVely ti-,e o,@amsm may be WE- 
cesstully traated 11 the mrec6on is in a body s1e where drug IS phyhologically Concent,ated. 
A ,e~Ort al %esista”t’ indicateslhattha achievable drug cO”Cenlr8(ro”s are u”l~kely lo be 
mhtbitory and other therapy shoulff be seltied. 

Based 0” the pharmacokinbtic stud~es~ot ceflidlu, tn norses.alta a smgle mtramuscu- 
la, njed~o” Of 1 mg caftlofu, equIMIe”ts/Ib (2.2 m@&g) BW. Ul”lCaf effeCtwe”e~ data and 
MIC data the Wlcwing breakpomt 16 recommended by NCCLS. 

zone Dismmer fmrn) MIC (pg/mL) Interppetalio” 
522 d 0.25 (S) Sudcepkble 

The 6uscePbble O”fyurfeQO,y 18 used for POPulS60”S of O,Qa”tsms (u,Gualiy ODe SpeUss) 
fo, which rs~essio” analysts (disk Y% MIC) cannot be performed. mese b,eakpomts ~111 
permit deteffto” of sIram with dec,eaSed susceptfblity as Compared to lhe orlgmel 
poPulatlon. 

Standardlred pmwdures~ require the use 01 laboratory m”t,ol orga”6ms for bolh steo- 
derS&m6tusio~tmhfnquw ma den0an%zeUUikf10n~nque~~d~ pgwl66lur OOdiVn 
d,sk should give the foflwmg zone dwIete,s and the cefbofu, s0dwm SlaMlard reference 
powder (Or dusk) 8hould Provide 4&J foliowng MlC values IO, the ,dewftCa stlill”. Celtic&, 
sodium (hsks 0, Powder reference standard 19 eppropnate for both ceftrofu, salts. 

- All tetdmg pe,to,meu ufsng 8 3@pg &Sk 
“* Ouality CO”tml rages am apPfiCable Only t0 tests perfc,med by &Sk hffus10” lest usrng 

a thocdate Muelle+Hi”t~ agar. incubated I” S-7*A CO, fof SO-24 how?. 
*” MIG quallty ~OnmJl cangas BTe applicabfe OMy t0 tests pe,fOdrmed by b,0th mlC,OdllutiO” 

p(OWdu,Bs Wmg vete‘hary fBSt~d,ous medium (VFM). 

f$.X~aU~E tNFOUMATlON 

NAXCEL Stabile pswder 1s i?dicateU for t,eetmerM d bowne ,espfrato,y cLSease (bhtp- 
pm& fevlw. p~eunlonla) 238aoclafm WI” hkmUaSM ?amc+fica, fkdauralla tmllodda, 

f fam&YMW.NAXCEL Stenle Powder Is #SO mdr-eted fPT treatment of acute 
bovme inte,digital “ecmLwc&eis (f0Ot mt. p9dOddtmatiile) BsSOcleted WIN, FusotracAsriun 
t7wqbmmanU Bactaraidar mefanrirogenicus 
Dcaage and Admhialraticn 

AdmmisWrto Cattle Lt the UosaQe of 0.5 to 1 .O mg Cefhofu, per PowId of body wsghl (t- 
2 mL remns(~Iuled &wile rotutfar po1lW lb body wei@ht).T,eatment 6houlU be repeated 
al 24Mur in(ewafs lo, a totaf d tfwe cansewbve days. Addii~ODal treatments may be gwsn 
0” days f0u and lwe f0, animals which Uu “at chow a sate3lactocy mpdmd (n-3 w.wv- 
erad) aller 6W mb8l ttW3tl treatments. Seledim d dosage (0.5 to 1.0 rlrgfB) Ihoufa be based 
0” the praditlane,% ju*mant of eevexdy o4 diseaad (Le., IoT respfratory cksease. extent 
01 elevated body tempefatw. deprsssed phyei~al .ap+wa,a”ce, 1”UB8sed ,etipi,N~,y rate. 
CouQhinQ a&O, ,058 Of aPp6tits; aM IO, fOOt rot. extent d sWefll”g. lesion B”d 88M)“ty of 
famenessl. 
Athal Shy 

Resufls ltOm a fiveday tolepancB study in normaf Ieede, caves indlcaled that formulated 
cef(iofu was wall tolerated at 25 times (25 m@/fblday) the hlghesi mCamme”ded dose of 
1.0 m@4b’m for fwe consecutws aaya Cetfau, admwnstered intramuswfnrrty had “0 a&we 
sytemlc effects. 

I” 8 15-day Satety/lOx%dy study. ttve steer and fwe h(utB1 Calves pet @mup were mlra- 
muscukwly admm64ered fwmulated cefbofu, af 0 (vetuae contiai). I. 3.5 ana ID times the 
htgnest recommended dose01 1 .O mQhb/day to deM,mu-,e lhe sdetyfeCtO,.The,e we,e no 

~nvmn syhww 011~16 mqmknt) that lno lmmumtorf coffmfu, has a wdn margm 01 safely 
when ,ryaclnd ,nlmm~~rlfiYlyr”o M Ie%fU c,,MR al 10 Itmen (IO mg,tbtdw) lhs ,ecomme”,,ed 
dose m IMe” tw?lns ( I!> day?) Ihe ,et~“wwtexl (Iwee IO fnm days of Ihempy Ihe to,mulaC~ 
ww snow” to be a ah.ght muacie mwn based on ,esues ot iwioPtin0loglcaf ti~mi0n 
d tne nnjeckon f&P al 1 %xf 3flmes the hiQneSt reCOmmendMf UOse 01 I.0 mQIfWd,#y, The 
h6tOpemOiOQlCat RVak~atdRs were conducted at wstlreatment cfajs I. 3. 7 and 14. 

The mfecl~o” 01 NAXCEL* Sterile Powder al 1he recommended dose admimstered SC 
tn the neck of cattle was welt lole,aled. Howeve,, a seve,N squne ce”f~mele, area oi yel- 
,ow,ed d,scOldld,O” ,esuR”,Q f,Om a s!“Qle SC !“,eCtlm pe,s?Ned I” may Of (he CatHe beyond 
4.5 aeys posi.t~ecMm.Aku one ol the emmaIS aevRIOPed an abscess af me lyectmn%4e. 

4 

Re$idUe WW”in@8$ Nedhe, 8 p,e.stinrQhte, d,uQ wltf,Me’%,l ,“fe,“ef “0, 
a m,lk doecard bme I ,equ,,eO when t)kS Product 1s useo aCCO,dng lo label 
~“dwaLo”6. wage, and route of edm~“~sfmhO”. Ose of dosages I” excess 
Of lnose lndlcat*d 0, by ““app‘owd mules “f admlhklratlo”. s”ch as mtre- 
mk,,“,,,‘“. mily ,eWlt I” d,eQN ,es,d”es I” edlble ItSSues a”d/O, I” milk. 4 

precautions 
Fdlwn~ subtutR”eOusadNnlst,atIO” of CeftlofU, SOdlUrn m lne neck. *man ateas of a,s- 

COlora(lO” at Yne SQe my pm&N bey%%“d five da,‘& pOls”llally resulh”Q I” t”m 1089 of ed,b,e 
lIssueb at slaugntor. 

AS mth any pawderal utfectmn, focahzea pa,+~nlecl~on baderlal l”feCtlo”s may ,8S”,l 
I” absCe6s io,mahO” Atfenl~on lo hyg~e”lc poxedures M” ml”lm~?e lheu Occunence. 
SWINE USE INFORMATION 
l”alcallona 

NAXCEL Sterile powder 6 mdlcatea for treetmenttcomtol 01 swe bactenat respuatory 
QSeaSe W’nne bacle”al p”aumOnra) BBsOF~aled wllh ACs”o&&‘ua (naemcwJus~P!-eu,o- 
pnavmiae, faalaum% nndlmida, Satmunefk cimiaraasuts and St~civmvs suis type 2. 
Dcwge end Admlnlstralirin 

Admini&, to wee at a dosage of 1.36 lo 2.27 mg celholur~b (3.0 to 5.0 mgkq) of bwy 
Wi@hl41 mL ol ,eCOnSt4ded+te”& boiuko” 22 to 37 Pounds Ot body wtnghl). Treatment 
shwfd be ,epeatea at 24.nour lntewais for a total of taee conse~tt~g says. 
Anlmsl Bskfy 

Resuns from a flue-dw lerance study I” normal teeder pigs mazated that formulated 
Ceftto(!n was well tOtemted %vhet~ adm~olsteted et 57 m$4b (more than 25 times the high- 
WI nrmmmended daily dosage ci 227 rnfl ol body we~fl) for 6vr, conseuwa days. Ccdbdu 
admimblered inl,amusculaNy to pn*s plodwed no ovefl advewe svgns 01 Ioncity. 

To determme the satety tacto, arid lo measwe the muscle ur~lancy pote”hal I” swne. 
a SHyACxiUly shldy v/a6 car)uded, Ii--e b+XWS and five glk per volp r*o ~“t,armciculNfy 
admirnstenrd foImuIaled caftiofuc at 0, 2.27.6.81 aMI 1 I.36 mgnb of body welgnt fa I5 
days which 6 g, 1. 3 and qjims me highest recommendea dose of 2.27 m@4b 01 body 
woigmaem,e”astunara 
qam4c efkck m&ebng th& lorrnukku~~%~~m~~ 
nIt~muSwlany ~110 fesde, ‘paa at blur hlgnest ,ecomme”dea dose of 2.27 mg4blday for 
3 aayS OT at tevats up to 6 bRu1s: the fugbeef ,ecomme”ded dose for 5 Ames me ,ecemmeeUed 
length of l,eatment.The tomwlall~ was shown to be a slignl mustis imlant based M cults 
of nistopetnoioprcal evaluation Of tn%lnJedlan slles at Posttrealme”1 days 1.2. 3 a”d 4. 
By day 10 post i”leOtlO” tf,!, musde ,eaCt,O” Was subs&“g and al day I5 post ~“jedlo” 
there was lltfle e%de”ce ol njuscte damage I” any of lne pigs I” any ol tie treatment gcoups. 

1) 

fbkk#O ~b~N0 pW31aUQhtM drug Wlthdfwill lnierti 6 reqW3d 
Whe?, u&Q th~spfoduct aw,rB”g to label :“dlCaho”s. dosage. and route 
af admlmsf~tl~. Old of dosages tn exmhs 01 those mdlcdteCl0, by unap- 
proved rOmes may raSull m ~lle@al reb~duel m eO,ble twues. 4 

Frecautionc 
ma eafw of MftlafU hall not t)88i1 determIned f0, Bw”~ Intended IM bIeed1”Q. 

SHEEP USE fNFOAM,hFt 
Inulwu0nc 

NAXCEL Stedle Pow& is indtcated ti t,e,&m%“t ol sneeo ,esoiratcw am?ase kheta ormu- 
mmia) es80mted wnnkmubwne~enu wsi&~e&m&csa. 
Dceryla and AdntldMmttMt 

Admimste, lo sheep bt the dosape of 0.5 to ?.O m@ ceftlofur per pcwxl of body weight 
(f P mL mconstitutsd sldrila bciuboa P=% 100 ~LYB body we&tM).T,eabne”t should be repeated 
at 24Mur mlonr8k for a to@ ol thOB m”seWlivcl days. AddUmnal heafmenk may be @we” 
on days tour and lwe t0, MImats wfnch do “of snw b sal~dactwy response (not ,~tov- 
ered) SlBT Me mtbal thme t&“?entk S&dCm of dosage (0.5 to 1.0 “w!b) SnOukf be based 
on me prf&troner’6 ~uagsm‘snf of saracay ol d!serst? (,.a., extent oiMerated bcKly tem- 
WafuYe. depressed plysuzal appaafa”ce. mueased ,esPl,atMy rate. COu@hm@ a”&, loss 
of appate). 
Animal Satety 

tn a 15&y safety/losclty study d sheep. three WettIer analhi-ee ewe lambs pm gmup 
wet* grvan fQmuIated ceftidu, eedwm by the uWemuscuIa, ,ou:e 0 (ste”le water vehicle). 
1. 3 or 5 tVnt?S the ,e~~md&fed Uow ol t .D mg&Ydey b, 3 bmes the recOmmenfk%Y max- 
mxen duration d 5 dayS d ~eatmant.Theta were “0 adverse syslenuc effects ina&cEtlng 
that fMmulatedceftiotuf is well lolerated arul tIa8 a wade marg~” of safety III sheep. Based 
an exammation ot tnjecllfm sltee horn study days 9. 11. 13 and 15. a low tmxfe”ce of wsual 
Umn@es end hisfopathofo&~“ange 0t mild, ,eve(~~Menlammabcn fmm all @,oupa ~nclud- 
mg the mmrok indiwled thpl me fotmulelion t* a eltgnl musde ur4anL 

* 

Reafdue WarningarNelthe, a Pre-sfaugnte, dcug wtndtawac mtetw no, 
a milk discard Lme ie requued when Itus pmducl 1s used according lo label 
mUmbons. dosage, and route ot admlnstato”. Use ot aosa@w I” exc-sss 
d thdSe ~“d~~eU tmby unapptdved routes O, admm,shet,o”, 6°C” as ,n,m- 
mammary. meyresull I” &l&gal ,esidueb I” edlble Iissues anti01 ,n milk. 4 

GOAT USE INFORMAilON 
I”dlO&O”S 

NAXCEL Sterile Powder 8s mdw&d for Beatme” of capwe respuslory dlbease (goal 
Pneummla) a56oelmeamtWMsnnheimiek JIaanwJyem alla PasfetmJ/a mufloclaa 
Dosage and Adminisuatfbi, 

Acma*slsrlOgbPts~tMddSapsd~Sto1.omg~ldu,p6,povrcl~body~lQM(l~mL 
reconstituted ste”fe s&tma ps( IO0 Ibs body weight). T,eatme”f should be repeateLf at 
24 -how lnlervale for a bmal of tlWee cbnsewiwe days. AddltMal treatments may be gwe” 
on day9 four and Iwe fo, animals wnicn do nd show a Mtc4adory tssaanse (not feaov- 
Bled) e8a me untlat wuee watme”ts. Sefed,wr d dosage t0.s to ‘.O mgim) sn0tw ba based 
0” the PTadtf,one,% ,ud~em&f of seve,,ly of drsease (8.e.. extenl of eieyBted boUy fam- 
perme. awe~s8a p17+5~8! 8pp88m23. luueesea ,esp~,ato,y rate. cougnlng and/~ 10~s 



Naxcel Naxcel 
brand of caffiofur wdlum sterile powder brand-d ceftlofur sodium sterile powder 

0, appef’fe). Phwmemkm~flc aefs I~dL*e that *11mm?1wm of me ar,,q 24 morn ‘nlwf tn IRC 
fa,tnq does. For lacfatmq UOBb, the high end Qf Ihe Mbe ran90 18 ,“Comme”“ea, 
Anlmef Snfef~ 

,n a 15.say safely4Ox,t,ly SllufV 5 laclum9 aoee. 5 ary does. ena 5 weflrers Were gw%l 
lormulafed c~flmfu, tw the ~nframu~~ulS, rwfe wlh 11 mglkgRIay lo, $5 deV6. rh!S con 
Sfthlfeb 5 IImeP tne ,acommsnaea aoSe fQ( 3 IIrnBF Ibe ,er.nmmendea mexmwm awatlon 
of 5 dy of treatme*. mere were no ~a~erse 6ymemc eifecfs mafcafmg fnal imm*Mea 
cen!oI”, It weit ,ole,*6d ma has a wrae msrgm of ea1ety tn goals. 

* 

Re~idW Wernlngff: Neither a ,,,e cle”ghle, arug ~~lhU,e~el mterval no, 
a mlk d~sca,d f,me 18 reqwea when tks p,Oauct 15 wed accordng 10 label 
,ndlCShoOS. aaaa~e, and mute of ,,dm~hSf,ahon. fJ8e Of dosage,+ m exces6 
of IhOse ,,,dCBted Or w “m,pp,oved ,OuteS Of adm~nst,et~On. such SS mt,,,- 
mammary. may rasuil ,e ,tlegSl ,eS,d”eS w, ea,ble l,SsueS andlo, m mdk. 4 

HORSE USE INPORMATfDN 
IndlOetfOm 

NAXC”. Slertle Powder IS Md~tied f0, Ireefmefl of ,esp’,efo,V 1nfeCf10nS I” hO,SBB asso- 
ciated wlh Str.+,NXO&uB ztJWtX#mmS 
Docspo find Admlnlstratfon 

Admumter (D homes a( a 606a6)8 d 1.0 b 2.0 mg CanldW p?r pwtd of bOW wmghf m-4 mL 
retOMi(,futed Sertle soltitbn per 100 lb Dody retgnt). A maxvnum ai 10 mt. may be admm. 
r$te,ed Pet ~njdcttan sale. Treatman‘ #tOuld be repaeted a‘ 24.hour mtervals. CMt~nued Ior 
48 hO”,s after CJ~ICSI s,gnS hew3 dtdappeared and Should not exceed t0 days. 
Animal Salety 

In e sefetv shldv. rlomeb recewed a aallv mf,amuscula, lnlechon ot e,tne, 0 m0nb/aeV 
(SahW3 Control). fh mfjtb/day (SO mglml): 3.0 m@b/aey ($60 mg/mL). 0,S.O m&aa~ 
‘2W rndfnLl Of an *mlewL) .¶0,*,oe 04 mfhofu, SOal”rn to+ JO o,3, UewJ. C*o,u, sodwm ~~.. 
was w;fi t&&d &e, aa,“wWfe,ed ~nfrauSC”la,ly $0 male ,,,I; iemale horses et 
dose6 up 10 5.0 mgiIb/aSVfO, 30 n 31 US@. NO Ckwel waence of wofat~on web nOfed al 
any dcm The Urug4ated Mang%S d8fEdaU I” lhie SfuUy were IunAeUlO a tmns~ent dEweaSe 
,n food consumpb~n in ho888 racewmg 3.0 0,511 mgWaeV ceffmfu,, sOU general mikf Sk&- 
tat muSGle w,itSftoO at tlw iep%$lOe Me6 which ,esoIvea by regenemtlon Of mu6cle fibers. 

In a tolerance ~fudy. h0,6eS ,eMWd a smgle a,My mf,e~enous mfus10n Of e&her 0 (Salme). 
10.0 c, 25.0 if,gWdw Cf 69 W%lW”S Bd”bOn (SO mg/mL) Of CeftlOf”, for ‘0 UeyS. TOe ,eWftS 
md,c#ed that mfWu, a&nuw?tfired ,hWven~uMy a‘ a dose c$ 10.0 M 25.0 mqlWday apper- 
ently ten arange me bac)enal Has of tnalarge ~nteshne fbemby IeSUing $0 mnemmafton 
cl me lacgo infestme wdh subsequent diarmsa end othS, cfmtcal mgna (loosef~ce& es- 
mg Wddng strarr.deh#t%bOrr. rdhng Or COW I)ti a d&l. mac$lM demeanor). Ddu8awa 
bad CansumptM. a loss of body wmght. hemafol~g~c changes relaterI 16 SMe nffammet~dn 
and s$,eSS. and Se,““, ChSmiStry chaoges refafed lo UePeeSeU food CO”S”mp~On S”U dlar- 
mw we,* also ess0ciated wdh f,eetmen‘ St fnese dobes. me Bdvewe effects were most 
SWt),e B bw days Sner dCBlng W86 lUtlfd4U End ‘ended ‘0 become IaSS My818 fOYWt0 the 
end Of the lo-aey domng penod. 

Restdue Warnin*: Not IO, we In horses mk3tWSd ku humen C6nsumpllOn. 
c 

PlWCWtlCW 
The Saleiy d Cdt~olw hlls IIo‘been delerm~ned fu homes mtsndsd IO, braedmg. 7lta 

admtnimtabOn d entmrcmbiltl8 to hctses under cona~f~omr of Mess may be assocmted wth 
aWte &Wthea $hSf could be f&L ff SctiB diaWbea 15 Obbewea. UWOnfmue use of thS anti- 
m~cmb~af and mltlste appropnafe therepy. 

DOG UBE INFORMATlfM 
IndiCStiOhS 

NAXCEt. Stenle powde, is indtcated fortbe treatment of canme wnary tract mfsctions 
8sSoc~eted wfh Hicherihiacdiwd Pmteus mimbSfs 
oooags and MmitllDlranon 

Admmister to dogs by wbcutweous infection St S dosage of 1.0 mg ceftlofw pU 
pound Of body tight (0.) mf.,eC~mttfut~d s(etiM %dubon pe, S IDSot bOWWghf).TmeW,eti 
should De repeated al 24.hw, itWervalb fo( 5-14 days. 

Raco”S$i$JedNAXCfZL Sfer~ls PO‘vdW 16 t0 bs ~dm,ms‘ered $0 UOQS by S”bC”teeeOuS 
mjectioh No VIW ckxwe otmulft bs eeten)d mcfe then 20 times The(efO,e, only the 1 gOem 
weI apfwwad IO, “SB ,” dog% 
Animal SeWy 

Celtiofuf 5001~ wmt till btwded at the $hw+ulC dose and 111 Safe b, the t,SWMf 
d umaty had inftions in dOgs.fn ffw acutS SafSfy Study. c&iOfw was well tolera(ea by 

%%%%%kwa days. one d four fernYe developsd thrombOC.ytopenia ($5 dSyS) end 
CmmdMedlevsl(1.0 m@b)fO, S-14 daya. When adniOiSfxWdsubcutSOeOUSy 

ansmia (36 days).ThmboytDpaola SO4 ~ne,?ne #SO OCumed81 the 3X and 5X d,Se levels 
In tbe ,evws~Oifify pM~e Of Ihe StWy gX d0Sel. the fhamboc+iOpWUS ,bM,Sed mlhin 8 days. 
and Of me two aeem~c animYS the mete ,dmvemd wlthm 6 weeks and the bmela wee SBP 
,41Cmf due 10 the Se.ve,dy Of $hS anemta. 

In the ld-day lofofa~ study in UOgP high 6ub~taneous doses (25 and 125 $lmSS the 
reoommendad thetepuAc dcsel pfcdfmd e fmgcesew and daMelated tftfcmbcoytown~*. 
vmn somsmgs~oar~bnpcmsmiaBM~m~den~.Thshammlopos8ochengaa 
noted ,n dcqs tmfited udh Wfbdur warn Mm~ll), lo tbOSe aS80C1Med wfll IoOg-tWm 
cspttma%pcnn admnitibabm in dqp sM1 a&c ftW.The hmatOpOlOflC dIeda em WA srpacted 
$0 otcw SS e mm of ,ecommended tnarapy. 
P,eIZlUttOM 

l-fte WdW Of Ceftmfu, hSS not b(Wn Uetstmlned to, dogs mfbnded for bfeting, 0, p,e9- 
ntmf dogs. 
DAY-OLD CHICKEN USE INFORMATtON 
Indfullofu 

NAXCEL Stanle porrdsr M tna~~afed lo, the control of early m~rlartty. SssouSted wilh 
E. cofi o,ganfsms suscept&$e to ceff~oIu,. m dey-MU chicks. 
Dormpa and AUmln&tr&tlon 

AdmtnlSle, by SuhcUt~#t(rotkI M#$eCtmO m the neti region 01 day-old CM@ et D dosage 
of O.wI $0 090 mg CeffiofudChcCk. One mL 01 the 50 mg!mL recOnst4ufed SOlu(10n wlfl ifeet 
approx~metely 250 to625 day+ld CJW&. 

Retdns‘ft”fad NAXCEL SW,ile POwde, 18 ‘0 be Bdmln~S‘Med by 60bC”teneOuS uI$edlOn 
only. A stectle 26 gauge medIe and syringe M property daamd atttomaf~c in$ectc(lon 
rnachlnl) ShOUld bu UeefL 
AiiimaiBa?ety 

weight. Wmtmeel on Uzq t WSS fONOnRd by 0 UaYS d obsewalidn; body wcngbtvras defer- 
m~eed cn deyu f. 4 ,W?d 7;.Wd SefScfed hemS$olOgV pa,emete,@ we+e Svsl~ated an day 4. 
No maamngful dlfte?encSS Wo(e notea among Ihe trea$eU ana control graups of &cks f~, 
the pemmefert eW~,elea. HfStopethoiog~c eveluet10II ot all deaths and M!cks surviving $0 
tem~nehm dad MA eeveat 8 lErg4f Org.%? Or IISSIIB of Potenf~el tox~wt~ d &tiofu whee edm,n. 
tsfered et up to 20 times (100 mglkg) the m‘enlred hghebl “se dosage. 

DAY-OLD NRKEV POffLTS USE INFDRMATfON 
hwu@nLlnnr ..- .____._ 

NAXCEL SWIGS POMW, %S mdicetea IO, he conl,ol of eedy mo,$aMy. esgoOefea m‘h ,z. &j 
Of9zwwm8 6usrAPhblB to Cef‘lOfU. Ill aw-old twkw 00”l‘S. 
o&age snd 6umlnkmUon 

hdvmWfU by’ WbCa4WBWS ~r)(Bdtm n (ne neck mgton cd USydd hrhey p~&b ~4 e aage 
Of 0. t 740 0.5 mg Ceff,Oiu,~OulL One ml of fhe 50 mgrmL ,econshtuted solution will tra 
approx~mafely 1 DOto day-MU fu,keV pdulte. 

uecoiwf4dea NAXCEL Slenie Pmde, 1s tone eammw,ea by SU~CU(SIMOUS ,nfe,4,0n 
Only. 
Anlmst Bsle(y 

In execute towfy tiuay of cefliofu, m day-old lurkey ~~116. B total of 30 mele Sna 30 
kmele pfts ware each sdrmn~dlerad smgte 5utcdmeOue mjechcns cl 100.400 or 800 m* 
body WRJghL l~es+&l M day t was follOwed by 6 * of WSewatl~ body vre,gti 00 USyS 
1.4. ena 7. and sefected hsmeblOg/ Pwameters MI day 4. No meaningtul hfferances were 
notad IYefrrBM tw treSted9Wpfl at 1tM dr 4M) mg ceffnfw~kg ana II negatwe cOof,Ol g,Oup 
IO, ‘he pS,WM+,,S BMl”Sh)d. H6lOptiho,og~c eUelua(lOn 01 deaths and pO”lts ~,,nrlving $0 
tenmG+xM W nOWeveY II WQef Mga 0, hSSUQ of potenhal $Ox~ufyOf ceffiMwtie0 admin- 
&?fed I6 up t0 50 hmed (400 W#gl (ha hlgh9sd Use UCWge. A 6088 af 800 mgffqj ( IOU tmw 
the mfeaded hgWs( ~4 dOSagS) ~4 tome. f4WlbW 8” 0I1mc(11.3$,r,e rmd dm,fb aoomn. 
panted@’ g,osS ehd mwascop~c morpnologtc ‘lSSUB allera‘lons. 

CONTRAtNDtCA~ONS 
As w/lb all druga. the use of NAXCEL Steula Powder 3s contraindicated in ammats pfe- 

vlously‘founa to be hyperamsl‘we to the arug. 

WARNUWS 
NOT FOR HUMAN USE. KEEP DfJT OF REACH DF CHILDREN. 

Fencrttas and CWWl~Mo,tns cd0 cause alle,OG Foed~ons m WlStized inUiwtuals.Tooi~ 
axpcwfes lo such Mbm&bt~s. wxWaing ceft&,. may ekat m&id $0 sewe ewgic &ac- 
t10@3 uwome mdwausl% RePeefed 0, polonped expceum may leadtO MnSifitioh AvOid 
dwztepntact effna ptoduct wirn fhe rho. eyes. mouth. sea dothmg. 

Pw~bnl wrth 11 keOw?t hypefSenSthvt(y to pen~C!lhn DT cephafoSpo,m~ Snould SvMd 
OXWOW to tnic prodwt. 

b cS$e daaldgltal aye BllPCS”,E. Ilush WIM tier for t 5 m,WteS. k CaSS Ofsoadeofl 
skin expcsuk wash mth soap end water. Aemove COOtar,WWsd clothing. II allecgic ,eac- 
It00 occw (e.g.. Sbn fati. hwes. dafiwfl brtafnmg). seek medicBI effenfion. 

lho Weftal saiafy data sheet contams mne detelled o~cup~tionel safety infOrmation 
To mpwt edueme effectf tn usem. to obtam more ~nfonafton OT Obta,O e metehal safety 
dab &,el, oalf I-800453-B600. 

AOVERM REflCYlONS 
The itee cl c61rmlw may result m some sgnS of lmmehate and ba081ti locat pam $0 ffw 

afwnm. 

WOW SUPPUED 
NAXCEL Stenld FDwUe, 16 SvS~lSbfe m the follonmg patkage Suet 

1 grml VIDI NM: 0009-335243 
4pmmvfet NDC CQo4-336204 

* Naf~dnal Commdtee 10, Ckmcel Laboratoory StendS,US. PmfOrmente Sfandan!a b,Antf- 
m~c,~wd hs* and Dilutron Suscept~b~hty Tests lo, t3acteda tsolSted fmm Animals; 
Apfw@d Sle0U0,d-S~aeondEdlbon.NCCLSdo~umentM31-A2NCCL$94OWestVettey 
Road; Sent8 1400. Waynt% Pennsylvma 19087-1898.2002. 

NAOAI 140-338. AflLgprWed W FDA 

Mfd In: Phannrie 6 up@4ln Ccmpany 
Ks,sfnemo,Ml4Bo01. USA 

By: SmithKlme Wecham CorpOmtiO+I 
ConShohoc*aO. PA IS428 

814 05s 523 
6924w 

3362-03 

Ill an nwte touaty study Of ealflofu, In day-old cn,chs. a total Of 60 mate ena 60 leeIsle 
ChsckS were each gwen single Sub+utaneouS detections of IO. 100 0, 1.000 mskp Of body 


